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“The major determinant of the reliability of the answer
is the sample size of the trial.”
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at'is sample size for a randomised
control trial?

Inclusion Criteria
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Results Reliability

Power to detect (or not)
certain magnitude of
difference

“This number determines the likelihood of being able to detect a certain magnitude of
difference (usually an anticipated benefit is assumed) between treatment groups. Either

that likelihood or that magnitude can be varied. The likelihood is called the ”O wer” of

the study...”
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& higher the sample size of patients, the
ower with which to detect a

ect, or the smaller the treatment
effect that can be detected as significant.

Conversely, the lower the sample size the less

power with which to detect a treatment effect or the
greater the effect must be to be detected as
significant.

The sample size calculation is also based on the

design of a trial, so how the primary outcome is to
be determined must also be clarified in advance of
determining sample size.”
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do'we have to choose a sample size?

Resources

Ethical point of view

“.we cannot wait

indefinitely as patients

Benefit will continue to be given
or refused a treatment

without evidence”

(Answer)

www.isaia.com.br “To create this “fair chance” of capturing such a difference (if it exists) we
Porto Alegre/RS have to choose a sample size wisely based on realistic initial
assumptions.”
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hat factor determine Sample Size?

1. the eventrate of patients in the control or
standard treatment arm;
2. thesmallest treatment effect or benefit to be
etected;

3. thesignificance level at which we reject the null
hypothesis of no difference in treatment effects;

the power with which we want to detect an effect;
the design of the study;

the rate of dropouts during the study.
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e negative trial due to small sample
size?

NEGATIVE TRIAL = RESULTS ARE NOT STATISTICALLY
- SIGNIFICANT.
-

* Analysis of “Negative” trials have shown that,
sometimes investigator assumption lead them to
choose a smaller sample size; Which can increase the
chance of Error type | (False positive) or Error type Il
false negative).



udidade
pesquisa
clinica

www.isaia.com.br
Porto Alegre/RS

" UNIDADE DE PESQUISA CLINICA

Centro de Medicina Reprodutiva Dr Carlos Isaia Filho Ltda.

o is that It - just aplly the formula?

Statisticians have developed various
methodologies for determining sample sizes

- based:
E

1) Number of Treatments;

2) Type of Primary endpoint;

3) Statistical analysis methods for outcomes
and study design

“When determining sample size it is wise to have finalised the main

objective of the protocol and then work with a medical statistician to
examine a range of assumption...”
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+ Conclusions

“The sample size is the most important

detérminant of statistical power of a study, anda

study inadequate power, unless being conducted as a safety
easibility study, is unethical.

Sample size calculation is not an exact science

and therefore it is important to make realistic

and well researched assumptions before
choosing an appropriate sample size accounting for

dropouts and also including a plan for interim analyses during the
study to amend the final sample size”
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pI@Size'Eélculation online & Further
Readings

http://ebook.stat.ucla.edu/calculators/powercalc
I‘//www.dssresearch.com/SampIeSize/defauIt.asp;

http://hedwig.mgh.harvard.edu/quan_measur/defs.html#cross.
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